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ECONOMY SuppressingGeneric Drugs FleecesConsumers
FOUNDATION (and Lets the FDA off the Hook)

by Michael F. Cannon

CommonCause,a specialinterestwatchdog,estimatesgovernmentsuppressionof
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Genericdrugsoffer consumersmorechoicesandkeeppricesdownby competing
with brandnamepharmaceuticals,oftenat savingsof30 percentto 60 percent) When
governmentrestrictsaccessto generics,it forcesconsumerseitherto buy brandname
drugs,which cancostoneand a halfto threetimes more,orto do withouttreatment
altogether.This restrictionalso meanshighercostsfor employersandunions(who
providehealthbenefits);taxpayers(who fundgovernmenthealthprograms);and
individual consumers(especiallyseniors).Accordingto CommonCause,awatchdog
groupthat examinesthe influenceof specialinterestson politics, governmentsuppression
ofgenericsis costingAmericans$550 million ayear,hiddenin higherpricesfor
prescriptions.2

In effect, governmentrestrictionsongenericsarehiddentaxesthat directly benefit
brandnamepharmaceuticalcompanies.Thesecompanieslobby for restrictionson
genericsto offsetthehigh costsimposedon brandnamesby thefederalFoodand Drug
Administration(FDA). Thesecompaniesalso seekmonopolyrentsthroughlobbyingfor
patentextension.Patentswereintendedto rewardand encourageinnovation. Extending
patentsthathavealreadybeengranteddo not createany additionalincentivesto innovate.

Michael F. Cannonauthoredthis paperwhile ahealthcarepolicy analystat Citizensfor a
SoundEconomyFoundation.

1”SneakPrescriptionDrug PatentExtensionin AppropriationsRiderWould IncreaseDrugPrices

for Seniors,”Public Citizen pressrelease,October9, 1998.
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I SUPPRESSiNGCONSUMERACCESSTO GENERICS I
1. Extending Government-Granted Monopolies KeepsGenericsOff the Market

• Thefederalgovernmentgrantsmonopolies(20-yearpatentsandperiodsofmarketexclusivity) to
makersof newdrugs,afterwhich othersmaymarketgenericversions.Muchofthat timeis
consumedgettingtheFDA’s approvalto marketanewdrug. Somearguetheremainingmonopoly
periodis not enoughtimeto recoupthenecessaryinvestment,andthereforeshouldbe extended.

• Onemanufacturerspentover $1.5 million in thefirst halfof 1998 to persuadeCongressto extend
oneoftheirmonopoliesbecausetheirdrug“wasstuckin the [FDA] pipelinefor. . . doublethe
normalreviewtime. All the drugcompanywantsbackis thatlost time[.]”3

• However,it is theFoodandDrug Administration’s(FDA) lengtheningapprovalprocess(now 15
years,up from eight yearsin the 1 960s)4thateatsuppatenttime. Extendingmonopoliesmerely
hidesthatfact, shieldingbrandnamesfrom the costofthat “lost time” by passingit on to
consumers.Theroot oftheproblem— theFDA’s costlyreviewprocess— is not addressed.

• Onepharmaceuticalgiant hasblockedgenericversionsofahighly effectivecancertherapyby
securingseparatepatentsfor differentusesandwaysofadministeringthedrug— despitethefact
thatthe governmentdevelopedthedrugat taxpayerexpense.

2. Holding up FDA Approval of Generics

• Brandnamesroutinely file patentinfringementlawsuitsandFDA “citizens’ petitions,”which halt
FDA considerationof genericrivals.

• Many “citizens’ petitions” arefrivolous (theFDA hasrejected83 percentofthosefiled against
genericssince1990),yet can addyearsto agenerics’approvaltime.6

3Bill McAllister, “A CapitalWayto Stopa Headache,”The WashingtonPost,October15, 1998,p. A21.

4JosephA DiMasi, Ph.D.,eta!., “New DrugDevelopmentin theUnitedStatesfrom 1963 to 1992,” Clinical
Pharmacology& Therapeutics,55(6):609-22,June1994.

5Li Fellers,“Taxol IsOneof theBestCancerDrugsEverDiscoveredby theFederalGovermnent.Why Is It
Beyond SomePatients’Reach?”The WashingtonPostMagazine,May 31, 1998,p. W1O.

6Burton, op. cit.



• Brandnamesoftensuefor patentinfringementevenif thegenericfirm hasno intentionof going to
marketbeforethepatentexpires.

• Thefirst genericto file for FDA approvalcanblock out othergenericsfor six months. Somebrand
namesactuallypaygenericfirms to delaythis limited exclusivityperiod,which givesthebrand
namea longerperiodof completeexclusivity.7

3. KeepingGenericsoff Government Formularies

• Medicaid andMedicarehaveapprovedlists of prescriptiondrugs,calleda “formulary.” Brand
namemanufacturersoftentry to keepgenericsoff theseformularies.

• In 1997,a pharmaceuticalcompanyfiled apetitionwith the MassachusettsDrug Formulary
Commissionin anattemptto block thesubstitutionof agenericversionoftheiranticoagulantdrug
— adrugwhosepatentexpiredover thirty yearsago,andwhosepricehasincreasedby morethan
400percent8

4. “Notification” and Other Regulatory Obstaclesto Generics

• As aresultofanever-more-powerfulregulatoryregime,manypharmaceuticalcompanieshave
found it more effectiveto shift their effortsto seekingprofits throughregulation,not competition.

• Brandnamefirms pressurestatelegislaturesandBoardsof Pharmacyto erectobstaclesfor patients
whowantgenerics.

• “Notification” lawsrequirepharmaciststo contacttheprescribingphysicianbeforetheymakea
genericsubstitution,despitethe fact thatphysiciansalreadymaypreventsubstitutionif theywish.
According to an FDA official, anotification requirement“effectively blocksgenerics”becausea
pharmacist“can’t call all thephysicians.”9

• Onepharmaceuticalgiant hireda public relationsfirm to form a “patients’ coalition” and launcha
state-by-statecampaignfor “notification” lawsto protectits marketshareofablockbusteranti-
coagulant. Whereenacted,“notification” hasdrivengenericmarketsharebelow 8 percent,
comparedto 25 percentelsewhere.Thefirm allegesgenericsmaynot beequivalentto the original,
a claimtheFDA denouncesas“falseandmisleading.”’0

7lbid..

8”DuPontMerckpetitionfails to blockBarr’sgenericCoumadinanti-coagulant,”AEXNews,November19,
1997.

9Burton,op.cit.

10Ibid..



Market Efficiencyor RegulatoryProfit? Blockbusterdrugscangrossover $1 million in
salesper day. Eachdaya firm extendsits monopoly eachway it usesgovernmentto block its
competitors canmeanmillions in additionalprofits. Yet businessesthat usethegovernmentto hurt
theircompetitorsmakemoneyattheexpenseofconsumers,whosechoicesthey restrict. Their profits
arenot areflectionof their valueto society,but arein facta measureofthecostofregulation. In this
case,two factorsdrive thecostsofregulation.

First, governmentconstantlyincreasesthecostof developingnewmedicines.The amountof
time (15 years)andmoney(now $500million) necessaryto win approvalofa newmedicinecontinues
to grow becausetheFDA is not heldaccountablefor makingpatientswait too long or spendtoo much
for prescriptiondrugs.

Second,convincingthegovernmentto regulateyourcompetitionis easierthanconvincing
governmentto stopregulatingyou. Brandnamefirms arewaryofangeringtheFDA with its $1 billion
budgetandpowerto bankruptfirms by slowing its reviewoftheirproducts. Ontheotherhand,joining
forceswith governmentallowsbrandnamefirms to passcostsalongto lessorganizedinterests
(patientsand otherpayers)andpotentialcompetitors(generics).Ultimately, this is a shortsighted
strategythat createsanexpandedFDA
with moreregulatoryoversight. ConsumersThozddpressbothlawmakersand
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It maybe that brandnamesarenot expandingFDA bureaucracy.

in newmedicines.But allowing themto
shakedownconsumersfor millions ofdollars is not the answer. If makersofpioneerdrugsareunable
to makeaprofit without usinggovernmentto block theircompetition,perhapsit is time to reexamine
thecoststheFDA imposeson theseinnovators.

Beforegovernmentandthepharmaceuticalindustryinjuremorepatientswith further
regulation,consumersshouldpressbothlawmakersand industryto curb theever-expandingFDA
bureaucracy.

Consumersshouldpushfor reformsthat increasetheresourcesavailablefor drugapprovals
without sacrificinghigh safetystandards.Privateinstitutions(suchasmedicalschools,peer-reviewed
medicaljournalsandthe US. Pharmacopela)alreadycertify thesafetyand efficacyof “off-label” drug
therapies. Congressshouldstrengthenthis process,eliminatingtheFDA’s banon “off-label” medical
speech. Further,Congressshouldoutsourceinitial FDA reviewsto theseandotherprivateinstitutions
(e.g. Underwriter’sLaboratories,medicalassociations).Thesereformswould alsolower the
regulatorycostsimposedon brandnameandgenericfirms, but mostof all, on consumers.

I nunprofi4 501(cft3)educationalinstitution. UnitingCSEFoundation’s250~000members
is thebeliefthatunleashingfree enterprisethroughlower taxe~smallergovernmentand
lessregulationwill ,nakequalitygoodsandservices— particularly healthcare
affordableto anever-increasingnumberofAmericans.
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